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Summary Statement of Deficiencies

D5221 EVALUATION OF PROFICIENCY TESTING PERFORMANCE
CFR(s): 493.1236(d)

All proficiency testing evaluation and verification activities must be documented.

This STANDARD is not met as evidenced by:
Based on review of Proficiency Testing (PT) records and confirmation with the 
Testing Personnel (TP), there was no documentation of corrective action taken for 
unacceptable scores for four of six Chemistry Core Profiency Testing Events 
reviewed. Findings include: 1. Review of PT records from 2024 through 2026 
revealed the laboratory did not document corrective action taken for the following 
unacceptable scores: (1) Unacceptable results on Chemistry Core Event 3 in 2024 a. 
Co2 - 60% b. Total Iron Binding Capacity - 0% c. Direct Bilirubin - 40% (2) 
Unacceptable results on Chemistry Core Event 1 in 2025 a. Direct Bilirubin - 60% b. 
Folate - 60% (3) Unacceptable results on Chemistry Core Event 2 in 2025 a. Albumin 
- 60% b. Hemoglobin A1C - 60% c. Vitamin D - 50% (4) Unacceptable results on 
Chemistry Core Event 3 in 2025 a. CK Iso - 60 % b. Direct Bilirubin - 40% c. 
Vitamin D - 0% 2. An interview with testing personnel on 8/13/2026 at 12:00 p.m. 
confirmed the laboratory did not perform corrective action for the unacceptable scores 
for four of six Chemistry Core Proficiency Testing Events reviewed.
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